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DETAILED ACTION 
Response to Amendment 

Examiner acknowledges amended claim 1, and currently claims 1-17 are 
pending for examination. 

Response to Arguments 

Applicant's arguments with respect to claims 1-17 have been considered but are 
moot in view of the new ground(s) of rejection based on Applicant's amended 
independent claim. 

Information Disclosure Statement 

The information disclosure statement (IDS) that was submitted on 9/22/2003 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the examiner is 
considering the information disclosure statement. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 1-6, 12, and 16-17 are rejected under 35 U.S.C 102(b) as being 
anticipated by Vaillancourt (5,591,138). Vaillancourt discloses a protected safety 
needle assembly. 
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Regarding claims 1 and 2, Vaillancourt discloses a cannula cover that can be 
axially retracted prior to injection to expose the cannula (Figure 1). A latch system that 
can be unlatched by cover rotation protects the assembly (Figure 1). 

Regarding claims 3-6, and 12, Vaillancourt discloses a cannula with a seal that 
allows for the passage of the cannula, comprising two tongues, sealing sections, and is 
forced open by movement of the cover (Figures 9-1 0). 

r 

Regarding claims 16-17, Vaillancourt discloses a latch mechanism (Figure 1) and 
a sealing element that exposes the cannula when it is opened (Figures 9-10). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the. subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 7-11 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Vaillancourt in view of Galli (5.681,291). Vaillancourt meets the claim limitations as 
described above but does not include the seal sliding away from the cannula opening. 

Regarding claims 7-11, Galli discloses a sealing strip that is slid from the cannula 
passage opening by a slider that is on the cover (see figures 1-10) in order to make 
exposing the cannula. 

It would have been obvious to one of ordinary skill in the art to modify 
Vailliancourt with Galli and utilize a slider that removes a sealing strip from the cannula 
opening in order to quickly and simply expose the cannula as taught by Galli. 
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Claim Rejections - 35 USC § 103 

Claims 13-15 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Vailliancourt in view of Foster (6,217,559). Vailliancourt discloses the claimed invention 
as discussed above. However, Vailliancourt does not teach the use of a threaded insert 
either the cover or threaded insert. 

Regarding claims, 13-15, Foster discloses a syringe with a threaded cover that 
moves axially (Figures 1-4). 

It would have been obvious to one of ordinary skill in the art to modify the 
cannula system of Vailliancourt and with the threaded arrangement of Foster in order to 
securely mount the axial sheath for easy rotational movement. Both references are 
analogous in the art and with the instant invention; therefore, a combination is proper. 
Therefore, one skilled in the art would have combined the teachings in the references in 
light of the disclosure of Foster. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 



extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can nonrially be reached on Monday through Friday 
7-:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Christopher Koharski 

Examiner 

Art Unit 3763 




